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January 11,2006 , 

Dockets Management Brar oh (HFA-305) 
Food and Drug AdministratIon 
5630 Fishers Lane, Rm. lC61 
Rockville, MD 20852 

Re: Dot-ke” No. 2005N-0413 -c: 

To Whom It May Concern: 

The National Nutritional Foods Association (“NrlFA”) is submitting these 
comments to the Food and Drug Administration (“FDA”) in re!;ponse to the October 19, 
2005 Federal Register Notice Assessing Consumer Perceptions of Health Claims; Public 
Meeting Request for Comments. 70 Fed. Reg. 60749. 

NNFA is a trzlde association representing the interests of more than 8,000 
retailers, manufacturer:;, suppliers and distributors of natural foods, dietary supplements 
and other natural products throughout the United States. NNFA appreciates the 
opportunity to comment on the questions posed by FDA regerding the consumer 
perception of health claiim: on dietary supplements. 

NNFA str,ongly believes in the utility of health claims for both manufacturers 
and consumers. Health clirlims can be an effective marketing tool for those seeking to 
distribute “good for you” food products, while at the same time offering important 
information and food choices for consumers seeking these fclods. 

Data from thl: Natural Marketing Institute’s (NN I) 2004 Health & Wellness 
Trends DatabaseTM inclica,:e that a majority of consumers (61%) agree that it is important 
to have foods that bear a tlpecific health claim. A strong majority (68%) also agree that 
printed health claims make purchasing decisions easier’. Ac’ the number of foods 
available for health claims lsteadily increases, FDA should be providing consumers with the 
comprehensible informaticn they desire to make decisions allout foods they need and 
want. 

UnfortunateI!,, the verbiage adopted by FDA for both the full and qualified 
health claims has resulted in an underutilization of this type of information, desprte strong 
consumer demand. Manufacturers find the health claims lar guage cumbersome and 
conflicting. In addition, thct qualified health claim language adopted by FDA in most cases, 
and studied for the Workirg Paper, does not reflect the specific state of the science, but 
rather is standardized to fit a few defined scenarios based upon the level of science 
submitted. As a result, consumers are either being confused by the wordy claims or are 

’ NMl’s Health and Wellness TI Imds DatabaseTM IS an annual research study of Z,OOO+ U.S. consumers. 
www.NMlsolutions.com 
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not being provided with ‘hecllth claim information even in instalces when it may be 
available, as manufacturers. choose to forego, rather than utilize, such label claims. 

In addition, N YFA believes that FDA’s assessm 3nt of consumer perception, 
made available in the context of this Request for Comments, confirms that the disqualifying 
language utilized by FD,A most frequently to date is unhelpful to consumers. FDA has not, 
however, tested other possible disclaimer language (adopted by FDA in some of the more 
recent qualified health cilairrrs scenarios) which may be more meaningful, relevant to the 
state of the science, and thus useable to consumers seeking this information. 

Finally, NNFA believes that manufacturers are illso hesitant to request a 
health claim because OF FCIA’s lack of responsiveness within appropriate time frames. 
NNFA believes FDA must :,pend the resources necessary to timely review and allow 
health claims, or the entire process frustrates ingredient devc!lopment and market entry 
decisions and thus is withcut value to those seeking to enterlain their use. 

Pearson H&>rv Backaround 

In 1994, follokving the issuance of the Nutrition Labeling and Education Act of 
1992 (NLEA) and the DieWy Supplement Health and Educa-.ion Act of 1994 (DSHEA), 
FDA issued a rule setting requirements for health claims on dietary supplements. 59 Fed. 
Reg. 395 (19Q4). This rule: authorized a health claim on a supplement only if there was 
significant scientific agreernent among experts qualified by scientific training and 
experience to evaluate such claims that such claim was supported by the totality of publicly 
available scientific evidence. 

Under this rule, FDA initially refused to authori;:e a number of petitioned 
health claims, including thcrse for: (1) dietary fiber and cancer; (2) antioxidant vitamins and 
cancer; (3) omega-3 fa,tty ;ncids and coronary heart disease; and (4) a comparative claim 
that 0.8 mg folate in dietarlf supplement form is more effectike in reducing the risk of neural 
tube defects than a lower ismount in conventional food form. 

FDA’s ration ille for denying these claims was challenged in Pearson v. 
Shalala, a case filed in the District of Columbia. Although thl? district court ruled in FDA’s 
favor, 14 F. Supp. 2d ‘IO (I11.D.C. 1998), the Court of Appealr, for the D.C. Circuit reversed 
the lower court’s decision, 164 F. 3d 650 (D.C. Cir. 1999). The appeals court held that the 
1” Amendment does not F lermit FDA to reject health claims on grounds that they are 
potentially misleading un&s the agency also determines themt no disclaimer would 
eliminate the problem. At that time, the court also directed FDA to define “significant 
scientific agreement.“’ 

The Court in Pearson described the types of disclaimers that it felt would be 
meaningful for consumers. The Court recommended very “illgredient specific” language 
tailored to the scientific prcE!sentation made by the petitioner. It did not recommend a 
standard recipe of disclaimer language that would be triggersd when a certain level of 

* FDA, despite its December 2:‘, 1999 Guidance far Industry, Significant Scientific Agreement in the Review 
of Health Claims for Convrmtiolial Foods and Dietary Supplements, has yet to adopt such a definition. 



science was presented, ,wh;ch is what FDA has, since Pearsol, imposed on most 
petitioners seeking healt:h claims. The following is a quote from the Pearson case which 
directs FDA to consider “inglredient specific” disclaimers: 

Our rejection #:,f the government’s position that there is no general 
First Amerrdrr ent preference for disclosure over suppression, of 
course, doles not determine that any supposed weaknesses in the 
claims at issua can be remedied by disclaimers and thus does not 
answer whett ler the subregulations, 21 C.F.R. f 101.71(a), (c), (e); 
id. 5 1017’Q(c; 1(2)(i)(G), are valid. The FDA deemed the first three 
claims-(‘I) “Consumption of antioxidant vitamins may reduce the 
risk of certain kinds of cancers,” (2) “Consumption of fiber may 
reduce the rizk of colorectal cancer,” and (3) “Consumption of 
omega-3 faQ’ acids may reduce the risk of corcnary heart 
disease” --to lack significant scientific agreement because existing 
research had examined only the relationship between consumption 
of foods cont:lining these components and the I isk of these 
diseases. This! FDA logically determined that thrs specific effect of 
the component of the food constituting the dietElry supplement 
could not be :letermined with certainty. (The FClA has approved 
similar health claims on foods containing these components. See, 
e.g., 21 C;.F.f%. § 101.79 (folate-neural tube deflects).) But certainly 
this concerrl could be accommodated, in thl! first claim for 
example’, by adding a prominent discfafmer to the label along 
the following lines: “The evidence is Cnconclusive because 
existing stu:lies have been performed with loods containing 
antioxidant Gtamfns, and the effect of those foods on reducing 
the risk of cancer may result from other components in those 
foods.” A sil-nilar disclafmer would be equally effective for the 
latier two cMms. 164 F.3d at 658. (emphasis added) 

FDA argued t:o the court that the type of disclai ner recommended would 
cause consumer confwsion -- yet they offered no consumer clata or evidence that it did. 

The govternment disputes that consumers would be able to 
comprehencjl appellants’ proposed health cl aims in 
conjunction with the disclaimers we have suggested-this mix 
of inforrnati:m would, fn the government’s view, create 
confusion among consumers. But all the gclvernment offers in 
support is t ;le FDA’s pronouncement that “consumers would 
be considerably confused by a multitude of claims with 
differincf degrees of relfability.” 59 Fed. Reg at 405. Although 
the gove,rnment may have more leeway in chol)sing suppression 
over disclosure as a response to the problem of consumer 
confusion wfiere the product affects health, it must still meet its 
burden of ju:Mying a restriction on speech-hf!re the FDA’s 
conclusory assertion falls far short. See Ibanei:, 512 U.S. at 146 (“ff 
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th e  p r o tect ion 5  a ffo r d e d  commerc ia l  speech  a r e  to  re ta in  the i r  
force,  w e  c a m n o t a l low ro te  invocat ion o f th e  words  ‘p o te n tial ly 
m is lead ing’ to  supp lan t th e  [g o v e r n m e n t’s] bu rdc :n  to  d e m o n s trate 
th a t th e  ha l rms  it reci tes a r e  rea l  a n d  th a t its restr ict ion wil l in  fact 
a l lev iate th e m  to  a  m a ter ia l  d e g r e e .“)  (ci tat ions z lnd  in terna l  
q u o ta tio n  marks  o m itte d ) ; E d e n fie ld,  5 0 7  U .S . a  7 7 1  ( inva l idat ing a  
b a n  o n  in -pen j ,on  sol ic i tat ion by  accoun ta n ts w h ,zre th e  g o v e r n m e n t 
fa i led  to  prest:nt “stud ies” o r  “a n e c d o ta l  ev idence” show ing  th a t 
such  sol ic i tat ion p o s e d  d a n g e r s  o f f raud,  over resch ing,  o r  
comprom ised  i n d e p e n d e n c e ) . 

W e  d o  n o t p l ;esume to  draft  p rec ise  d isc la imers  fo r  e a c h  o f 
appe l l an ts’ fi:,u r  c la ims;  w e  leave  th a t task  tcl th e  a g e n c y  in  th e  
first instalncl?.  1 6 4  F .3d  a t 6 5 9 . (emphas i s  a d d e d )  

N o w , F D A  m ;akes  a  r e q u e s t to  industry  to  p rov ide  th e  typ e  o f ev idence  it 
lacked in  th e  P e a r s o n  case  a n d  con tin u e s  to  lack to d a y . F D A  s u p p o r ts th is r e q u e s t with a  
Work ing  P a p e r  o n  th e  E :ffel::ts o f S t rength  o f Sc ience  Disc la imers o n  th e  C o m m u n i c a tio n  
Im p a c ts o f Hea l th  Cla im, b / F D A ’s Div is ion o f Soc ia l  Sc iences.  In  brief,  th a t p a p e r  
invest igates a  n u m b e r  o f d  ffe r e n t a p p r o a c h e s  to  convey ing  in format ion a b o u t th e  certainty 
o f scientif ic ev idence  suppl : r r t ing a  hea l th  claim. T h e  study  u s e d  two verba l  schemes  a n d  
two “r e p o r t ca rd  g r a d e ” syz.tems  to  express  th e  d isc la imer  l a n g u a g e . Howeve r , al l  fo u r  
u s e d  th e  s a m e  four - leve l  system to  classify hea l th  c/a ims  in  te rms  o f th e  s t rength o f th e  
science,  a n d  inc luded  th e  :;:a m e  sta n d a r d i z e d  d isc la imer  l a n g u a g e  u ti l ized m o s t o fte n  by  
F D A  fo r  qua l i f ied  h e a l 0 7  clzfims  ( n o  d isc la imer,  “p romis ing  b u ,’ n o t conc lus ive”, “lim ite d  a n d  
inconc lus ive” o r  “very liim itc? d  a n d  pre l im inary”). T h e  study  fo u n d  th a t th e  text sen tences  
us ing  adject ives d o  n o t col,rectly convey  th e  i n tended  s t reng jh  o f th e  science,  a n d  th a t th e  
r e p o r t cards,  wh i le  a d d r e s :;rn g  th e  s t rength o f th e  science,  caused  g r e a te r  con fus ion  as  to  
th e  p e r c e p tio n  o f scientif ic Ice r tainty re lat ive’to  unqua l i fie d  clc ims. 

T h e  study  d id  n o t exp lo re  th e  typ e  o f ingredieni isc ience-speci f ic  d isc la imers 
d i rec ted by  th e  P e a r s o n  cz\se. N N F A  be l ieves  very st rongly th a t consumers  d o  n o t - -  
u n d e r s ta n d  th e  d isc la imer  l a n g u a g e  stu d i e d  by  F D A  becaus r?  it is to o  qua l i f ied  a n d  n o t 
specif ic e n o u g h . F D A  shau ld  h a v e  exp lo red  a  c la im with th e  typ e  o f d isc la imer  sugges te d  
by  th e  cou rL3  (The  ev idence  is inconc lus ive  b e c a u s e  exi! ; t ing s tud ies h a v e  b e e n  
pe r fo rmed  wi th fo o d s  carn ta in ing  a n tiox idant  v i tamins,  a n d  th e  e ffect  o f th o s e  fo o d s  

3  F D A  n o w  s e e m s  to b e  recogr i z ing  the  util ity of  such  “e x p e n d e d ’ qua l i f ied  hea l th  c laims. In its most  recen t  
en fo rcemen t  d iscre t ion let ters c 1 1  qua l i f ied  hea l th  c laims, it n o w  a p p e a r s  to b e  adop t i ng  the  a p p r o a c h  
r e c o m m e n d e d  by  Pea rson :  e .g  , O n e  s tudy sugges ts  that  consump t i on  c’f tomato  s a u c e  two t imes p e r  w e e k  
m a y  r e d u c e  the  r isk of  ova r i an  r :ancer ;  wh i le  this s a m e  s tudy shows  that  consump t i on  of  tomatoes  o r  tomato  
ju ice h a d  n o  effect o n  ova r i an  cance r  risk, F D A  conc ludes  that  it is h ighI ]’ uncer ta in  that  tomato  s a u c e  
r e d u c e s  the  r isk of  ova r i an  canl:ef ;  four  s tud ies  d id  no t  s h o w  that  tomato  in take r e d u c e s  the  r isk of  gastr ic  
cancer ,  bu t  t h ree  s tud ies  s u g Q c &  that  tomato  in take m a y  r e d u c e  this risk. B a s e d  o n  these  studies,  F D A  
conc ludes  that  it Is un l ike ly  that  tomatoes  r e d u c e  the  r isk of  gastr ic  cant  :r; o n e  s tudy sugges ts  that  
c o n s u m i n g  tomatoes  d o e s  no t  I . ieduce the  r isk of  pancrea t i c  cancer ,  bu t  I lne weaker ,  m o r e  l imi ted s tudy 
sugges ts  that  c o n s u m i n g  toma ioes  m a y  r e d u c e  this risk. B a s e d  o n  thesrt  s tudies,  F D A  conc ludes  that  it is 
h igh ly  un l ike ly  that  tomatoes  r e d u c e  the  r isk of  pancrea t i c  cancer .  



on reducing the risk of cancer may result from other com’qonents in those foods.) In 
NNFA’s view, is likely that consumers would have understood and appreciated that type of 
claim. 

We believe th :lt consumers will welcome educational disclaimer language 
that is relevant to the ingredient and the science on the ingrecient, rather than 
standardized language 1:hat is vague and unclear. In terms of the educational element, the 
Mintel study also acknowledged the value of education in terms of helping consumers 
understand and seek out hfralth claims information of food lat,els, particularly in the black 
and Hispanic communities. NNFA echoes these goals - education is a known component 
to any new regulatory sche-ne. Without it, consumers are “lefl in the dark” as to why, for 
example, one claim bears EI disclaimer and another does not >r why the disclaimer 
language is different. Wha’ever FDA decides to do in terms of the procedures by which it 
will review health claims and approve/exercise enforcement c iscretion, and however they 
ultimately phrase these claims, consumer comprehension is tightly linked to an educational 
component. FDA resources must be dedicated to that aspen: of any new approach, as it 
has yet to happen with respect to qualified health claims. 

NNFA apprec.iates this opportunity to submit these comments. 

Respectfully submitted, 

NATIONAL NUTRITIONAL FOODS ASSOCIATION 

David Taylor, President 
David Seckman, Executive’ Director/CEO 
NATIONAL NUTRITIONAL. FOODS ASSOCIATION 
1220 19’ Street, N.W. Sui:e 400 
Washington, D.C. 2006 

SIDLEY AUSTIN LLP 
General Counsel 
1501 K Street, N.W. 
Washington, DC. 20005 


